BMJ Open publishes all reviews undertaken for accepted manuscripts. Reviewers are asked to complete a checklist review form (http://bmjopen.bmj.com/site/about/resources/checklist.pdf) and are provided with free text boxes to elaborate on their assessment. These free text comments are reproduced below.
• On page 4, second full paragraph, line 41, "the treatment of weight loss" does not make sense. Weight loss is not treated. In the same paragraph, at the end, I believe the authors are trying to note that dietary restriction is not associated with significant health improvements; in fact, is a significant contributor to binge eating. However, as written, they contradict earlier statements that changes in diet are possible and associated with weight loss and improved health.
• On page 4, the sentence "weight is a very simple measure that is not directly related to the interaction that a person has with food" is confusing. There are certainly differences in eating patterns by weight status according to research.
• On page 5, line 19, what does "conscious" mean when referring to the eating study?
• Overall, the introduction focused pretty extensively on obesity prevalence and problems in children and young adults. For these reasons, I was surprised to see that one of the inclusion criteria is that participants had to be between the ages of 45 and 75. I think a stronger rationale in the introduction and methods is needed for this criteria.
• I was also surprised to see that emotional eating was the primary dependent variable for the current study. It does not have nearly as much empirical support in terms of predicting significant weight gain as some other variables, like binge eating and daily dietary habits. It also seems like some of the secondary aims could function as mechanisms, and this notion is discussed briefly in the method section. Some clarity around these theoretical/conceptual issues is needed.
• What is the population of the city in which the study was conducted?
• The authors may consider changing the pronouns to "them" and "their" to be more gender inclusive (unless enrollment was restricted to those who identified as male or female only).
• It was nice to see in the patient and public involvement paragraph that the author sought feedback on an early iteration of the intervention. Were details regarding this pilot published elsewhere? If so, it would be great if readers could be directed to that content. If not, it would be great to see more details. And were questions specifically asked about using the program in primary care settings?
• Was the drop out rate estimated based on the post treatment or one year follow-up assessment?
• It feels like a significant amount of details related to training is missing. Did the general practitioners delivering treatment as usual receive any training or direction? What kind of training was required for the psychologist to be "certified" in mindful eating? • Relatedly, I was surprised to see that individuals with certain psychological disorders were excluded from participating, especially given the links with psychiatric symptoms and emotional eating, as the authors describe. This really limits the range of potential affective symptoms and emotional eating, which is likely to have significant implications for the analyses and the results. This potential should be described in the discussion. Relatedly, why were individuals with personality disorders not excluded?
• The measure used to assess binge eating differs between the abstract and methods.
• Did recruitment occur with consideration of any other factors? Did the others consider block recruitment by gender or weight status, for example?
• One point missing from the discussion is the fact that the mindful eating intervention is conducted in a group setting, potentially introducing significant biases related to attention and support.
• When describing the DEBQ, what does "up to the mark" mean?
• What is the timeframe used to assess frequency of binge eating?
• Was fidelity assessed in anyway in the current protocol? At the very least, was attendance to group sessions tracked? What about contact with the general practitioner for the treatment as usual group?
• While I appreciate the authors discussion of a data monitoring committee, I do wonder about the psychiatric referral process for individuals seeking care in a primary care setting. Were their practitioners restricted in terms of making referrals? And how did the data safety monitoring committee ensure that the procedures are being correctly implemented, as noted? • In the ethical aspects paragraph, it is not possible to fully guarantee confidentiality of the participants. Were the potential limits of confidentiality discussed? Or the potential for error?
• The analysis strategy section is a little confusing. It looks like maybe the discussion of missing data applies to both the main and secondary analysis? It is also confusing that the secondary analysis paragraph ends with a discussion of two dependent variables based on the DEBQ. In the main analysis section, this measure was considered a continuous variable. Also in the secondary Analysis paragraph, it sounds as though the sociodemographic data were collected them more than once, which contradicts what was stated earlier in the method section.
• I'm also confused about the adjustment for multiple comparisons. The author stated this is only for the main analyses when it appears as though there is only one primary model being conducted. Please clarify why a correction for multiple analyses is needed.
• In the first paragraph of the discussion, the authors talk about how the proposed intervention may improve clinical guidelines for obesity. But the primary dependent variable, and the variable on which the entire study is powered, is about emotional eating, not adiposity. The focus on adiposity in the discussion is slightly confusing.
• I think table 3 could be deleted.
• Table one is the first time we are seeing that participants had to have two of three risk factors. More details about the rationale for these criteria and how they were defined and measured is needed.
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GENERAL COMMENTS
This study protocol is well-written, and conforms to current standards, including being designed in accord with SPIRIT, and prospective registration etc.
The introduction could be a little more balance, referencing some of the mindful eating studies that haven't shown effects. Interventions section -Patients will be free... In this sentence remove the word participant.
Analysis strategy -Baseline characteristics between randomised groups should not be tested using statistical tests. There is a body of literature on this eg https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4310023/ and it is also covered in item 15 of the CONSORT statement which you state you will follow https://www.sciencedirect.com/science/article/pii/S0895435610001 034?via%3Dihub
Main analysis -Adjusting for baseline characteristics is acceptable, but in keeping with the previous point, these cannot be the ones that show statistically significant differences.
It would be better to have the model(s) with the interaction as a supportive analysis as the study is not powered for an interaction.
A CACE analysis would be better than a per protocol analysis.
There are no gains in imputing outcomes in an RCT. White IR, Horton N, Carpenter J, Pocock SJ (2011) . An intention-to-treat analysis strategy for randomised trials with missing outcome data. Thank you for the opportunity to review this manuscript, detailing the methods of a mindful eating intervention delivered in primary care settings in Spain. I appreciate the opportunity to hear about clinical protocols before the results are publicly available. I'd like to offer several suggestions for improving the clarity of the manuscript, as well as ideas for adding details that I believe will be of interest to readers:
• In the abstract, in the background section, the authors might consider orienting readers to the fact that this is a methods description paper and that that is the aim of the present study; to describe the methods.
Authors:
Following the reviewer's suggestion, we have included in the abstract that (page 2, paragraph 1): "The objective of the present study protocol is to describe the methods that will be used in a cluster randomized trial (CRT) that aims to evaluate the effectiveness of a mindfulness eating (ME) programme to reduce emotional eating (EE) in adults with overweight/obesity in primary care (PC) settings".
• Also in the abstract, I was surprised to see that treatment as usual was based on clinical practice guidelines for the treatment of eating disorders, when the primary population of interest is adults with overweight or obesity.
Authors: Many thanks for pointing out this error. As the reviewer rightly states, treatment as usual was not based on clinical practice guidelines for the treatment of eating disorders but for the treatment of overweight or obesity. We have corrected this accordingly in the abstract (page 2, paragraph 1).
• Also in the abstract, the discussion section is too strong. As written, it demonstrates clear bias in the authors that the mindfulness intervention will bring about significant and positive changes.
Following the editor's suggestions, we have removed the discussion section of the abstract in order to comply with the journal standards. We have only retained in the "Ethics and dissemination" the statement that (page 2, paragraph 1): "Positive results of this study may have a significant impact on one of the most important current health-related problems". We have lowered the tone of any possible expectations.
• Throughout the manuscript, there is a need for a thorough review of grammar. There are several sentences that are not entirely clear.
Many thanks for this suggestion. The manuscript has now been reviewed by a native English speaker with expertise in academic texts.
• Likewise, there are several sentences in which a reference is needed (e.g., the first sentence in the background; page 4, lines 10, 21 and 26; page 12 all the survey names, line 31 and line 51; page 14, line 19). • At the bottom of the first paragraph of the background, the authors do not explicitly link unhealthy diet to obesity, but to obesity-related diseases.
Authors: Thank you for this comment. We have completed that paragraph as follows (page 3, paragraph 1): "Unhealthy diet and the lack of physical activity are important causes of obesity [4] and also the most important non-communicable obesity-related diseases, such as cardiovascular disease, type 2 diabetes and certain types of cancer [5, 6] ".
• In the next paragraph, can the authors explain what changes in diet the Mediterranean region has experienced in recent years?
We have specified in the text the corresponding changes in diet as follows (page 3, paragraph 2): "e.g. decrease in the consumption of fruits and vegetables and increase in the consumption of fast food".
• On page 4, first full paragraph, line 26; the authors referred to "diet, behavior and physical activity." What other "behaviours" are they referring to?
Authors: Thank you for this point. We have clarified the corresponding text as follows (page 4, paragraph 1): "To achieve long-term maintenance of weight loss, it is essential to modify and establish habits related to diet, eating patterns and physical activity [19, 24, 25] ".
Authors: Thanks for these important suggestions. We have corrected the corresponding paragraph as follows (page 4, paragraph 2): "Psychological treatments, mostly included in the cognitivebehavioural therapy (CBT) umbrella, have shown favourable, but not definitive, results for weight loss [27] . However, not all the studies reviewed have showed such positive outcomes [28, 29] , and given the intense debate in this field, there is an evident need for more trials and long term evaluations. Less encouraging in their long-term results are other psychological treatments employed, such as psychoanalysis or hypnosis [30, 31] . On the other hand, it has been established that between one and two-thirds of the people who follow restricted diets gain more weight than they lose [32] . The degree to which restricted diets are counterproductive has probably been underestimated due to several methodological problems, focusing on the results of successful weight loss instead of the long-term maintenance of weight loss. Moreover, studies do not provide consistent evidence that dietary restriction results in significant health improvements, regardless of possible weight change [32] ; in fact, it is a significant contributor to binge eating [33] . Nevertheless, changes in dietary habits do not necessarily have associated restrictions, since healthy changes may be made to food consumption without restriction, such as a healthy choice of food [34-36]".
Authors: Thank you for pointing this out to us. We have clarified that (page 4, paragraph 3): "Weight is a very simple measure that is not always directly related to the interaction that a person has with food, because there may be other factors to take into account, such as endocrine disorders or drug treatments".
We have rephrased the term as "mindful eating".
Authors: Many thanks for pointing this out to us. As suggested by the reviewer, we have included statements of prevalence in the introduction to the general population, e.g. page 3, paragraph 2: "Mediterranean countries currently express high obesity prevalence rates [14, 15] ", and we have also specified that (page 3, paragraph 2): "The most common users of the PC system are patients between 45 and 75 years, and precisely this age range presents a higher prevalence of overweight and obesity than other age groups in Spain [17]".
Authors: Many thanks for the opportunity to clarify this point. We have added to the introduction that (page 5, paragraph 3): "It has been said that ME appears to be effective in addressing emotional eating (EE), binge eating and eating in response to external cues, with the potential of improving problematic eating behaviours and controlling food intake [48] . However, evidence of ME training on weight is mixed and additional research to determine comparative and long-term effects is needed [49] . In recent years, EE -i.e. overeating in response to negative emotions [50] -has been seen as a potential explanatory factor of the complexity of overweight and obesity [51] . It has been observed that: (a) EE interacts with loss of control eating, increasing disordered eating attitudes, BMI and adiposity [52] ; (b) EE is implicated in the use of compensatory behaviours to regulate weight [50] ; and that (c) decreases in EE are associated with weight loss success in overweight adults [53] . It has been suggested that ME approaches might have a positive influence as adjuvant therapies for weight management and for the development of a more conscious eating style with healthier eating behaviours [54, 55] . This could be achieved because mindfulness-based programmes which usually incorporates training in dispositional mindfulness and self-compassionate attitudes improve emotion regulation processes [56] , which in turn are inversely related to EE [51] , suggesting the treatment of overweight and obesity should not only focus on calorie-restricted diets but also on emotion regulation skills. However, to the best of our knowledge, no studies have attempted to improve these eating variables in patients suffering from overweight or obesity using ME interventions in the Spanish PC context". We have also added to the 'outcomes' sub-section that (page 14, paragraph 3): "To relate the awareness of the present moment and the way in which compassionate and critical attitudes towards the self can be managed as possible emotion regulation strategies [56, 103] , the evaluation of the dispositional mindfulness and self-compassion levels will be pursued as mechanistic variables of the programme through application of the widely used Five Facet Mindfulness Questionnaire (FFMQ), the Mindful Eating Scale (MES) and the Self-Compassion Scale (SCS)".
Authors: We have included in the text that: "Participants will be chosen from the four PC health centres of Las Fuentes Norte, Parque Goya, La Almozara and La Jota in the city of Zaragoza (Spain). The city of Zaragoza has a population of 663,023 inhabitants, with approximately an average age of 44 years, a percentage of women of 52%, a socioeconomic status of 11.800 €/per capita, a percentage of emigrants of 14%, and percentage of dependency of 53% [59]".
Authors: Thank you for this suggestion. Where possible, we have used gender neutral language.
Authors: Thanks for this comment. We have specified in the text that (page 8, paragraphs 2-3): "The research question was based on one of the most principal problems that the PC population suffers from. Patients and GPs require more tools to face the existing high prevalence of overweight and obesity, which leads to more risk and high costs for society [71, 72] . Taking this into account, we started with an 8-session uncontrolled open-label pilot study offered to the public in general, with the main aim of adjusting an ME programme to the PC population. We recruited 10 patients from the Arrabal PC health centre in the city of Zaragoza who were willing to participate (8 women and 2 men, with an age range of between 45 and 65 years). After the last session of this early iteration, we inquired specifically about the content of the programme and the results they could have experienced during these 8 weeks, the appropriateness of the length of the intervention and about homework management. We did not quantitatively assess the potential changes of this pilot presentation because we were more interested in how they experienced the programme, as well as possible implementation issues. We specifically asked for the following aspects: "How do you feel about the content and results of the programme?", "Has the programme been long enough?" and "Did you follow the weekly home task?" The most common responses pointed out that the content of the programme was helpful and had changed their level of awareness of unhealthy eating patterns, but also that the programme had too many sessions, and that the home tasks were too difficult to be carried out during the programme. Due to the good participation and feedback obtained, and considering the difficulties reported, we decided to continue working on this research line involving patients and GPs. Following the comments of the pilot participants, we adjusted the original programme length down to 7 sessions, and also lightened the homework load".
• Was the drop-out rate estimated based on the post treatment or one year follow-up assessment?
Authors: Thanks for making this point. We have specified in the text that (page 8, paragraph 1): "we inflated the numbers to reach a total sample size of 76 patients (38 per arm), considering a dropout rate of approximately 20% at 1-year follow-up [77]".
• It feels like a significant amount of details related to training is missing. Did the general practitioners delivering treatment as usual receive any training or direction? What kind of training was required for the psychologist to be "certified" in mindful eating?
We have added to the manuscript that (page 12, paragraph 2): "In Spain, GPs spend a minimum of 4 years completing their medical specialty. The GPs who will be participating in the present study have more than 20 years of clinical experience treating patients with overweight or obesity, and they will have undergone specific training focused on endocrinology and internal medicine for a better understanding of obesity and its implications and comorbidities such as diabetes and hypertension"; and also that (page 12, paragraph 3): "Sessions will always be the same day of the week, except for bank holidays or eventualities, and will be conducted by a clinical psychologist. This psychologist has been specially trained in ME programmes, e.g. MindfulnessBased Eating Awareness (MB-EAT) [88] and Mindful Eating Conscious Living (ME-CL) [89] , and he is also a board member of The Center for Mindful Eating (TCME) [90] . The TCME is a non-profit international organization that provides resources for educating professionals in the field of ME. This clinical psychologist has also run several ME groups over the past 5 years and he is a co-author of the manual on which the present programme was based [91]".
• Relatedly, I was surprised to see that individuals with certain psychological disorders were excluded from participating, especially given the links with psychiatric symptoms and emotional eating, as the authors describe. This really limits the range of potential affective symptoms and emotional eating, which is likely to have significant implications for the analyses and the results. This potential should be described in the discussion. Relatedly, why were individuals with personality disorders not excluded?
We have explained in the manuscript that (page 7, paragraph 3): "Exclusion criteria were derived from the typical criteria used to rule out patients in this type of study, including serious mental illness, acute-phase depression, schizophrenia or psychotic disorders, drug abuse or dependence, and medical conditions that make it difficult to participate in the intervention [63] [64] [65] . These exclusion criteria will add proper functioning to the intervention groups and also patient safety, avoiding possible exacerbations of psychosis, mania or suicidal ideation [66] [67] [68] . Anxiety or personality disorders will not be excluded so as not to bias the selected sample, because they are particularly related to eating disorders [69, 70] . All in all, an adequate monitoring through the study will be carried out regarding the safety of all patients (described below)". We have also recognized in the discussion section that (page 22, paragraph 2): "The exclusion criteria established, although may favour group functioning and patient safety, might also limit the range of potential affective symptoms and EE, which is likely to have implications for results".
Authors: Many thanks for pointing out this error. We have corrected it in the abstract section so that binge eating was measured using the BITE questionnaire.
Authors: Thank you for raising this question. There was no block recruitment by individual factors such as gender, weight status, or any other factor. However, as we have specified in the manuscript (page 10, paragraph 2) that: "The identification and inclusion of participants will take place before the randomization of clusters, ensuring allocation concealment to cluster guardians (who are the corresponding GPs), assessors and patients during recruitment [78, 79] . Restricted randomization will be applied to balance clusters, creating comparable arms in terms of the number of clusters but also in the average per capita income of the assigned population to each PC health centre [80] . The rationale of this is that this variable has been inversely related to the presence of overweight and obesity [81, 82] , and also to possible limitations in gaining benefits after mindfulness-based programmes [83] . The maximally homogeneous cluster pairs in the average per capita income at the level of PC health centres will be matched and randomly divided between the intervention and control arms, as shown in Figure 1 . As a result of this matching process, we will obtain a number of strata that is half the total number of clusters to be allocated, which is considered the minimum number of clusters to safely achieve balance [84] . This matching procedure is particularly useful when there are few clusters in the study [85] , and it provides face validity regarding balance between allocation arms [86] . No other cluster or individual-level imbalances for important covariates related to the main outcome are expected between arms". In addition, we have included in the secondary analyses section that (page 19, paragraph 4; page 20, paragraph 1): "Supportive analysis of the EE main outcome at 1-year follow-up, as well as models of EE at post-test and at follow-up with the interaction of sex, weight status, and the baseline levels of anxiety and depression as possible covariates, will be considered. Relationships have been observed between EE and sex (females present higher EE), weight status (the more EE the higher the weight status) and emotional disorders derived from anxiety and depression (higher levels of anxiety and depression are associated with greater levels of EE) [50, 144, 145] , and thus these variables will be included in the adjusted models [146] . The effectiveness of the "ME + TAU" compared to the "TAU alone" group with regard to the secondary outcomes, process variables and physical parameters will be calculated following the same analytical strategy used for the main unadjusted analysis. In addition, secondary outcomes will be also analysed using adjusted models controlling for sex, weight status, anxiety and depression. ESs of all the adjusted models will be estimated from adjusted average marginal effects (AMEs), using the actual observed values for the variables whose values are not otherwise fixed [147]".
Authors: Many thanks for this contribution. We have added to the discussion section that (page 22, paragraph 2): "The fact that the instructor-led ME intervention is conducted in a group setting creates a particular context that could potentially introduce significant biases related to attention and support that are not present in the same way in other forms of treatment delivery, such as individual faceto-face treatments or online psychotherapies".
The term comes from the Dutch Committee on Tests and Testing (COTAN), https://www.psynip.nl/en/dutch-association-psychologists/about-nip/psychological-testing-cotan/ , and means "appropriate". It has been explained in the text.
We have specified in the corresponding section of the manuscript that (page 15, paragraph 4; page 16, paragraph 1): "In addition to normative values for total and subscale scores in clinical and nonclinical samples [119] , another measure has been derived to report the frequency of bingeing (item no. 27, "If you do binge, how often is this?"; this item will be mainly framed in the last month so as not to overlap pre and post-test measures, with the following type of response: "2-3 times a day" = 6; "Once a day" = 5; "2-3 times a week" = 4; "once a week" = 3; "once a month" = 2; "almost never" = 1).
Authors: We have included in the manuscript that (page 18, paragraph 2): "the number of ME programme group sessions attended, as well as the number of visits to the corresponding GP in both groups, will be recorded. Video recordings will not be taken in order not to interfere with the natural way in which exercises are held".
• While I appreciate the author's discussion of a data monitoring committee, I do wonder about the psychiatric referral process for individuals seeking care in a primary care setting. Were their practitioners restricted in terms of making referrals? And how did the data safety monitoring committee ensure that the procedures are being correctly implemented, as noted?
We have now explained in the text that (page 18, paragraph 3; page 19, paragraph 1): "Thus far, there is no described evidence in the literature regarding any side effect as a result of specific ME practice, although participation in meditation programmes in general might exacerbate negative experiences to the same extent as psychotherapy [134] . Any adverse event observed by the GPs or psychologist in charge of the groups or referred from patients during the sessions or along the whole programme will be communicated to the trial manager (the leader of the research group, who is a psychiatrist and will be able to refer the patient directly to mental health services should this be necessary), and also to an independent GP and an independent psychologist with broad experience in the clinical field of mindfulness and eating disorders; they will act together to form the DMC. If the unintended effects are related to the treatment, the DMC will be committed to informing the corresponding PC physician and providing the individualized treatment to each case scenario in PC settings or derived to mental health services by their PC physician or the trial manager if required. Then, the DMC and the corresponding PC physician will decide whether to discontinue or modify the allocated intervention depending on the nature and severity of the side effects. The DMC will audit trial conduct at least three times throughout the study (after baseline, post-treatment and follow-up assessments, as well as at the request of any of the members of the research group), in coordination with the psychologist responsible for data handling and the psychologist in charge of the groups -but independently of the other parts. To ensure that the procedures are being correctly implemented and that the trial works adequately, audits will revise aspects such as the level of attendance in group sessions and TAU, adverse events emerged through the study and possible extreme cases that might require specific attention in any of the variables assessed".
• In the ethical aspects paragraph, it is not possible to fully guarantee confidentiality of the participants.
Were the potential limits of confidentiality discussed? Or the potential for error?
We have explained in the manuscript that (page 22, paragraph 4; page 23, paragraph 1): "The study has been developed according to national and international standards, e.g. Declaration of Helsinki, Tokyo Convention and the corresponding later amendments. The data will be treated anonymously and will only be used for purposes related to the study. The limits to fully guarantee confidentiality and privacy of the participants included in the study will rely on Fair Information Practice Principles (FIPPS) [165] -i.e. openness and transparency, purpose specification, collection limitation and data minimization, use limitation, individual participation and control, data quality and integrity, security safeguards and controls, accountability and oversight -and will be in accordance with the ethical standards laid out in the EU General Data Protection Regulation regime as well as the Spanish Organic Law on Protection of Personal Data and Guarantee of Digital Rights, ensuring that the responsibility for protecting data privacy rests primarily on the data holders. If the necessity of fulfilling the objectives of the CRT creates a scenario that could lead to a break in the total compliance with confidentiality, the FIPPS principles in accordance with the ethical standards referred above will ensure a framework of privacy, autonomy and respect for the participants that will minimize the breach of the confidence and in turn the possibility of error due to low quality of data [166] . In cases of adverse events or unintended effects, the DMC will be responsible for ensuring anonymity".
• The analysis strategy section is a little confusing. It looks like maybe the discussion of missing data applies to both the main and secondary analysis? It is also confusing that the secondary analysis paragraph ends with a discussion of two dependent variables based on the DEBQ. In the main analysis section, this measure was considered a continuous variable. Also in the secondary Analysis paragraph, it sounds as though the sociodemographic data were collected them more than once, which contradicts what was stated earlier in the method section. [142, 143] . Thus imputed scores will not be calculated to estimate sensibility analyses regarding any statistics". We have also added to the manuscript that (page 10, paragraph 1): "Possible migrations of participants out of clusters will be especially taken into account so as not to lose post-treatment and follow-up measures"; and that (page 21, paragraph 2): "possible missing data will be minimized by a careful trial management of the PC professionals involved as cluster guardians and by attempting to follow up all study participants [78, 163] ".
On the other hand, we have removed the end of the secondary analysis paragraph, including the new categorization introduced in the 'Outcomes' previous section of variables (e.g., secondary outcomes, process variables and physical parameters), to facilitate understanding as follows (page 19, paragraph 4; page 20, paragraph 1): "Nevertheless, supportive analysis of the EE main outcome at 1-year follow-up, as well as models of EE at post-test and at follow-up with the interaction of sex, weight status, and the baseline levels of anxiety and depression as possible covariates, will be considered. Relationships have been observed between EE and sex (females present higher EE), weight status (the more EE the higher the weight status) and emotional disorders derived from anxiety and depression (higher levels of anxiety and depression are associated with greater levels of EE) [50, 144, 145] , and thus these variables will be included in the adjusted models [146] . The effectiveness of the "ME + TAU" compared to the "TAU alone" group with regard to the secondary outcomes, process variables and physical parameters will be calculated following the same analytical strategy used for the main unadjusted analysis. In addition, secondary outcomes will be also analysed using adjusted models controlling for sex, weight status, anxiety and depression. ESs of all the adjusted models will be estimated from adjusted average marginal effects (AMEs), using the actual observed values for the variables whose values are not otherwise fixed [147]".
As the reviewer rightly states, the main outcome (Emotional Eating, EE) is considered a continuous variable in the main analysis section. Nevertheless, it will also be object of a dichotomization in a secondary analysis in order to evaluate the clinical significance of improvements. This has been explained as follows (page 20, paragraph 2): "The clinical significance of improvements between groups will be explored by calculating the absolute risk reduction and the number needed to treat (NNT) (and their 95% CI). We will use two criteria for improvement: a) changing to a less severe cluster in the EE main outcome [151] compared to the one the patient was allocated to at baseline, and b) calculating the clinical significance of improvements by establishing both the cut-off point and reliable change index on the EE main outcome using the Jacobson and Truax method [152]". We have removed references to the socio-demographic data to be consistent with the previous section in which it is described this data was only collected at baseline.
As the reviewer points out, and also in line with the reviewer 3's recommendations, we have clarified that (page 20, paragraph 4): "An alpha level of 0.05 will be established using a twotailed test. The probability value relative to the sole primary model, as well as the probability values of secondary analyses proposed, will not be adjusted on the basis of number of tests done, although they will be interpreted with due caution. No interim analyses will be carried out".
Authors: Thank you for this comment. We have specified in the referred paragraph that (page 20, paragraph 5; page 21, paragraph 6): "The present study proposes the evaluation of a leading and novel intervention based on ME in the field of overweight and obesity in the context of Spanish PC settings. The main interest of this study is to evaluate the effectiveness of this treatment in changing the relationship with food in patients suffering from overweight or obesity. The study addresses overweight and obesity from the point of view of the change in intake styles, specifically one of these, the emotional style of eating, which in turn has been linked to overweight and obesity conditions [50, 53, 153] . This study may be able to generate knowledge to expand the content included in the clinical guidelines for the treatment of these conditions in Spanish PC settings and throughout the healthcare system. To date, the implementation of these clinical guidelines has been shown to be improvable [154] . There is a lack of knowledge in this particular field due to the novelty of mindfulness and self-compassion interventions in PC settings. One of the most important goals here is to generate processes to facilitate new effective programmes to control the high prevalence of overweight and obesity in PC. Mindfulness-based programmes seem to present certain effectiveness for treating obesity-related eating behaviours, such as emotional eating, external eating and binge eating, with also possible beneficial effects in weight reduction [155] [156] [157] , as well as depressive symptoms [158] and well-being [159]".
Authors: Many thanks for this suggestion. However, if the reviewer does not mind, we would prefer to include it because we believe it is a proper way of simplifying and summarizing the presentation of the several outcomes and types of evaluations performed through the three different time points the protocol includes, facilitating understanding. We have included the subscales of each questionnaire to improve the usefulness of the table (now Table 4 ).
We have included in the 'Participants, study setting and eligibility criteria' subsection, that (page 6, paragraph 2): "Within the general framework of promoting healthy and active lifestyles in the community, participants are required to have two of the following three risk factors in order to be included in the study: a) sedentary lifestyle, b) poor diet or c) binge episodes. GPs will evaluate the suitability of patients for the trial in terms of their age and overweight/obesity condition, ability to understand Spanish and willingness to participate in the study. A psychologist assessor will assess the level of physical activity, using the international physical activity questionnaire (IPAQ) -a sedentary lifestyle will be established in case of a low level of physical activity [60]; a possible poor diet, using the Diet Quality Index-International (DQI-I) -a poor diet will be considered when obtaining a score < 50 [61] ; and the presence of binge episodes, using the Bulimic Investigatory Test Edinburgh (BITE) -with a cut-off point of two binge episodes in a week [62]".
Reviewer: 2
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-The introduction could be a little more balance, referencing some of the mindful eating studies that haven't shown effects.
Authors: Many thanks for this suggestion. We have added as general information to the introduction that (page 4, paragraph 2): "Psychological treatments, mostly included in the cognitive-behavioural therapy (CBT) umbrella, have shown favourable, but not definitive, results for weight loss [27] . However, not all the studies reviewed have showed such positive outcomes [28, 29] , and given the intense debate in this field, there is an evident need for more trials and long term evaluations"; and in particular that (page 5, paragraph 2) : "The meditative practice related to eating was the best predictor regarding the improvement in eating control … although a pilot study found no effects on weight change [43]"; that (page 5, paragraph 2): "ME has also shown efficacy in binge-eating disorders [47] and could contribute to weight loss and a reduction in sweets consumption and fasting glucose levels [36] , although only moderate effects have been found when specifically trying to reduce weight in the long term [48]"; and finally that (page 5, paragraph 3): "However, evidence of ME training on weight is mixed and additional research to determine comparative and long-term effects is needed [49]".
-Has the Mindful Eating protocol been tested in pilot studies or open label trials? What is it based on? Who wrote it? Details here would be helpful.
Authors: Many thanks for this comment. As we have now specified in the manuscript (page 8, paragraphs 2-3) that: "The research question was based on one of the most principal problems that the PC population suffers from. Patients and GPs require more tools to face the existing high prevalence of overweight and obesity, which leads to more risk and high costs for society [71, 72] . Taking this into account, we started with an 8-session uncontrolled open-label pilot study offered to the public in general, with the main aim of adjusting an ME programme to the PC population. We recruited 10 patients from the Arrabal PC health centre in the city of Zaragoza who were willing to participate (8 women and 2 men, with an age range of between 45 and 65 years). After the last session of this early iteration, we inquired specifically about the content of the programme and the results they could have experienced during these 8 weeks, the appropriateness of the length of the intervention and about homework management. We did not quantitatively assess the potential changes of this pilot presentation because we were more interested in how they experienced the programme, as well as possible implementation issues. We specifically asked for the following aspects: "How do you feel about the content and results of the programme?", "Has the programme been long enough?" and "Did you follow the weekly home task?" The most common responses pointed out that the content of the programme was helpful and had changed their level of awareness of unhealthy eating patterns, but also that the programme had too many sessions, and that the home tasks were too difficult to be carried out during the programme. Due to the good participation and feedback obtained, and considering the difficulties reported, we decided to continue working on this research line involving patients and GPs. Following the comments of the pilot participants, we adjusted the original programme length down to 7 sessions, and also lightened the homework load."
We have also included in the manuscript (page 12, paragraph 3) that: "Sessions will always be the same day of the week, except for bank holidays or eventualities, and will be conducted by a clinical psychologist. This psychologist has been specially trained in ME programmes, e.g. MindfulnessBased Eating Awareness (MB-EAT) [88] and Mindful Eating Conscious Living (ME-CL) [89] , and he is also a board member of The Center for Mindful Eating (TCME) [90] . The TCME is a non-profit international organization that provides resources for educating professionals in the field of ME. This clinical psychologist has also run several ME groups over the past 5 years and he is a co-author of the manual on which the present programme was based [91]".
-How will the person performing he data analysis be blinded? Can the other investigators be blinded as to group for a period of time while data interpretation is happening?
Authors: Many thanks for this comment. We have specified in the text (page 11, paragraph 1) that: "The person responsible for performing the data analysis will be blinded to the type of intervention in the main outcome analysis, receiving the database without any data that permits this identification. Any doubt regarding the data will be resolved in contact with the data manager, and the other researchers will be blinded while analysis and data interpretation processes are taking place. However, due to the characteristics of the intervention, participants will be able to know what kind of intervention they are receiving; thus, this will be a single blind study -although both 'ME + TAU' and 'TAU alone' groups will be treated one way or another. A verification of successful blinding at all stages referred will be performed by the DMC".
Minor points:
-p. 4 line 45: "it has been established that between one-and two-thirds of the people who follow restricted diets gain more weight than they lose." This needs a reference. -Randomisation section -prior to this section, it sounded like the study was individually randomised, stratified by centre. Is this actually the case? If so, the randomisation section needs further explanation. If the trial is a cluster randomised trial, then a better explanation of the study design is needed.
Authors: Many thanks for this suggestion. In order to clarify this point, we have specified in the title and abstract that it is a cluster-randomized trial protocol.
In addition, we have completed the Trial design section as follows (page 6, paragraph 3): "This study is a multi-centre, two-armed, parallel, cluster randomized trial (CRT) with PC health centres as clusters, with pre-treatment, post-treatment and 1-year follow-up measures, and an equal cluster allocation rate between groups as well as equal cluster size. PC centres (i.e. clusters) in the city of Zaragoza, Spain, will be randomly assigned to two different conditions, with one psychological intervention group ('ME + TAU') or one usual treatment group ('TAU alone') managed by their general practitioner (GP), to test the superiority of the 'ME + TAU' provision compared to the 'TAU alone' provision, considering outcomes at the individual participant level. A CRT design will be used because the intervention will be performed in PC settings and persons within the same PC health centre may respond more similarly to the intervention than persons drawn from different PC health centres -they could have more characteristics in common owing to the fact of sharing the same environment and deliverer of intervention treatment (GP) [57] . For ethical reasons, those PC health centres allocated to 'TAU alone' will also be offered the ME programme after finishing the trial at 1-year follow-up".
We have specified in the 'Participants, study setting and eligibility criteria' that (page 7, paragraph 1): "The city of Zaragoza has a population of 663,023 inhabitants, with approximately an average age of 44 years, a percentage of women of 52%, an average per capita income of €11,800, a percentage of emigrants of 14%, and a dependency rate of 53% [59] . Each of the four PC health centres has an assigned population of between 10,000 and 24,000 patients whose average age is between 41 and 46 years, a percentage of women between 51 and 53%, an average per capita income between €9,000 and €12,000, a percentage of emigrants between 6 and 17%, and a dependency rate of between 41 and 58%, and thus can be considered representative of the PC health centres of Zaragoza according to the previously described variables".
We have also added to the 'Sample size' section that (page 9, paragraph 1): "…these numbers correspond to the sample size needed under individual randomization, which is the absolute upper bound for cluster size -clusters are randomized and thus we need to allow for the correlation between the EE outcomes of participants from the same cluster [74] . To determine the minimum number of clusters needed, we used the formula "n * ICC", where n is the sample size for each arm under individual randomization and ICC is the intra-cluster correlation coefficient that quantifies the amount of within-cluster correlation for the outcome of interest, assuming a typical fairly value in CRTs of ICC = 0.03 [75] , with a result of approximately 1 cluster in each arm. Because the number of clusters in the trial is limited by the number of PC settings available to implement the ME programme, we increased the number of clusters to one more than the minimum, supposing that the cluster size would be at most "n / 1". Thus, we fixed the number of clusters per arm to 2 in order to determine the required cluster size [76] . In order to maintain the same absolute difference and significance level described above to achieve 80% power with 2 clusters in each arm, we needed a cluster size of 16 participants. In addition, by fixing the cluster size at 16 participants in the same conditions, we obtained the need of 2 clusters per arm, equating to a total sample size of 64 subjects under the condition of equal cluster sizes. Finally, we inflated the numbers to reach a total sample size of 76 patients (38 per arm), considering a dropout rate of approximately 20% at 1-year follow-up [77] . This can be considered an efficient design based on the rule that cluster size should not exceed the number estimated in each arm under individual randomization [74] . This number also enlarges the sample size under individual randomization in a measure that includes the design effect "DEFF = 1 + (m -1) * ICC" -where m is the average number of patients per cluster -with a value of DEFF = 1.45, and thus demanding an increase with regard to individual randomization of around 45% [57]".
We have included in the 'Recruitment' section that (page 9, paragraph 3; page 10, paragraph 1): "An assessor-researcher, who is not part of the study team, will contact the participants to agree on the established evaluation times and will clarify any points, ensure that the participants have read the information about the study, and ensure they have understood the two experimental conditions. The assessor will then finally determine their inclusion in the study after considering the inclusion and exclusion criteria described above, and before contacting an independent researcher to implement the randomization sequence to the clusters. Recruitment will be performed consecutively until the final sample size is reached. The assessor will collect the baseline data, including the primary outcome. GPs will adhere to the study protocol before the randomization of clusters, and they will be blinded to the allocation group of clusters together with the assessor-researcher. Possible migrations of participants out of clusters will be especially taken into account so as not to lose post-treatment and follow-up measures".
We have explained in the 'Randomization, allocation and masking of study groups' that (page 10, paragraphs 2-4; page 11, paragraph 1): "The identification and inclusion of participants will take place before the randomization of clusters, ensuring allocation concealment to cluster guardians (who are the corresponding GPs), assessors and patients during recruitment [78, 79] . Restricted randomization will be applied to balance clusters, creating comparable arms in terms of the number of clusters but also in the average per capita income of the assigned population to each PC health centre [80] . The rationale of this is that this variable has been inversely related to the presence of overweight and obesity [81, 82] , and also to possible limitations in gaining benefits after mindfulness-based programmes [83] . The maximally homogeneous cluster pairs in the average per capita income at the level of PC health centres will be matched and randomly divided between the intervention and control arms, as shown in Figure 1 . As a result of this matching process, we will obtain a number of strata that is half the total number of clusters to be allocated, which is considered the minimum number of clusters to safely achieve balance [84] . This matching procedure is particularly useful when there are few clusters in the study [85] , and it provides face validity regarding balance between allocation arms [86] . No other cluster or individual-level imbalances for important covariates related to the main outcome are expected between arms. An independent assistant not involved in the study will be in charge of performing the cluster randomization by using a computer programme to generate an unpredictable random allocation sequence. This assistant will be unaware of the characteristics of the study and will inform the data manager of a code that corresponds to the type of treatment to be added to the baseline data. The meaning of this code will be unknown by the person in charge of randomization and by the data manager -it will be known only to the data monitoring committee (DMC) and will be kept under a password-protected database system. The DMC will receive the baseline data from the data manager and will be in charge of implementing the random sequence. Participants will agree to their inclusion before finding out the treatment to which they will be allocated. As we have previously explained, the baseline assessor will be blind to the type of treatment that will be administered to clusters and patients. This assessor will be different from the person responsible for collecting the post-test and follow-up measurements, who will be a blinded external assistant specifically advised not to ask for the study aims and the allocation of clusters/patients. GPs will be blinded to the intervention arm to which each patient is allocated since their intervention should be based only on usual practice, and they will also be advised not to ask for that information. The person responsible for performing the data analysis will be blinded to the type of intervention in the main outcome analysis, receiving the database without any data that permits this identification. Any doubt regarding the data will be resolved in contact with the data manager, and the other researchers will be blinded while analysis and data interpretation processes are taking place. However, due to the characteristics of the intervention, participants will be able to know what kind of intervention they are receiving; thus, this will be a single blind study -although both 'ME + TAU' and 'TAU alone' groups will be treated one way or another. A verification of successful blinding at all stages referred will be performed by the DMC".
We have also specified in the main analysis paragraph that (page 19, paragraph 3): "The effectiveness of "ME + TAU" compared to "TAU alone" will be estimated at post-test, based on the EE main outcome, which will be considered a continuous variable at the individual level. Multilevel mixed-effects regression models -including time as an independent variable and subjects and PC health centre (cluster) as random-effect variables -will be developed by means of a repeated-measures (RM) design on an intention-to-treat (ITT) basis, using the restricted maximum likelihood (REML) method".
-Data management section -specifically revised. What if the data are actually correct?
Authors: Thank you for raising this question. We have included in the corresponding section that (page 11, paragraph 2): "In case data are actually correct, they will be analysed altogether by boxplot graphical representations to see whether the previously described values constitute extreme outliers. If extreme outliers appear, a sensitivity analysis after removing them will be performed to ensure robustness of results".
-Interventions section -Patients will be free... In this sentence remove the word participant.
Authors: Thank you. It has been removed.
-Analysis strategy -Baseline characteristics between randomised groups should not be tested using statistical tests. There is a body of literature on this eg https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4310023/ and it is also covered in item 15 of the CONSORT statement which you state you will
